105 CMR: DEPARTMENT OF PUBLIC HEALTH

105 CMR 120.000: MASSACHUSETTS REGULATIONS FOR THE CONTROL OF RADIATION (MRCR)

120.100: LICENSING OF RADIOACTIVE MATERIAL

120.101: Purpose and Scope

(A) 105 CMR 120.100, 120.500 and 120.770, provide for the licensing of radioactive material. No person shall receive,
possess, use, transfer, own, or acquire radioactive material except as authorized pursuant to 105 CMR 120.100, 120.500 or
120.770, or as otherwise provided in 105 CMR 120.000.

(B) Inaddition to the requirements of 105 CMR 120.100, all licensees are subject to the requirements of 105 CMR 120.000,
120.200, 120.750, and 120.770. Furthermore, licensees engaged in industrial radiographic operations are subject to the
reguirementsof 105 CM R 120.300; licenseesusing radionuclidesin the healing arts are subject to the requirements of 105 CMR
120.500, licenseesengaged in land disposal of radioactive material are subject to therequirementsof 105 CMR 120.801 through
120.885, and licensees engaged in wireline and subsurface tracer studies are subject to the requirements of 105 CMR 120.900.

120.102: Definitions

Asused in 105 CMR 120.100, the following definitions apply:

Alert means events may occur, arein progress, or have occurred that could lead to arelease of radioactive material but that the
release is not expected to require aresponse by offsite response organi zations to protect persons offsite.

Decommissioning funding plan means awritten document that contains a cost estimate for decommissioning and a description

of the method for assuring for decommissioning, including means of adjusting cost estimates and associated funding levels
periodically over the life of the facility.

Facility means the location within one building, vehicle, or under one roof and under the same administrative control (1) at
which the possession, use, processing or storage of radioactive material is or was authorized or (2) at which one or more
radioactivity-inducing machines are installed or located. Facility may also mean multiple such locations at a site or part of a
site.

Financial surety means the method of assuring that sufficient funds will be available at the time of license termination and
decommissioning of the facility to cover all costs associated with the decommissioning.

Site means the area contained within the boundary of alocation under the control of persons generating or storing radioactive
materials.

Site area emergency means events may occur, are in progress, or have occurred that could lead to a significant release of
radioactive material and that could require a response by offsite response organizations to protect persons offsite.

120.103: Source Materia

(A) Any personisexempt from 105 CMR 120.100 to the extent that such person receives, possesses, uses, owns, or transfers
source material in any chemical mixture, compound, solution, or alloy in which the source material is by weight less than 1/20
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of 1% (0.05%) of the mixture, compound, solution, or aloy.

(B) Any person is exempt from 105 CMR 120.100 to the extent that such person receives, possesses, uses, or transfers
unrefined and unprocessed ore containing source material; provided that, except asauthorized in aspecific license, such person
shall not refine or process such ore.

(C) Any person isexempt from 105 CMR 120.100 3 to the extent that such person receives, possesses, uses, or transfers:
(1) any quantities of thorium contained in
(@) incandescent gas mantles,
(b) vacuum tubes,
(c) welding rods,
(d) eectric lamps for illuminating purposes provided that each lamp does not contain more than 50 milligrams of
thorium,
(e) germicidal lamps, sunlamps, and lampsfor outdoor or industrial lighting provided that each |lamp doesnot contain
more than two grams of thorium,
(f) rare earth metals and compounds, mixtures, and products containing not more than 0.25% by weight thorium,
uranium, or any combination of these, or
(g) personnel neutron dosimeters, provided that each dosimeter does not contain morethan 50 milligramsof thorium;
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(2) source materia contained in the following products:

(@) glazed ceramic tableware, provided that the glaze contains not more than 20% by weight source material,

(b) glassware containing not morethan 10% by weight sourcematerial, but not including commercially manufactured
glass brick, pane glass, ceramic tile, or other glass or ceramic used in construction,

(c) glassenamel or glass enamel frit containing not more than 10% by weight source material imported or ordered
for importation into the United States, or initialy distributed by manufacturers in the United States, before July 25,
1983, or

(d) piezoelectric ceramic containing not more than 2% by weight source material;

(3) photographic film, negatives, and prints containing uranium or thorium;

(4) any finished product or part fabricated of, or containing, tungsten-thorium or magnesium-thorium alloys, provided
that the thorium content of the all oy does not exceed 4% by weight and that thisexemption shall not be deemed to authorize
the chemical, physical, or metallurgical treatment or processing of any such product or part;

(5) uranium contained in counterweights installed in aircraft, rockets, projectiles, and missiles, or stored or handled in
connection with installation or removal of such counterweights, provided that:

(@) thecounterweights are manufactured in accordance with aspecific licenseissued by the U.S. Nuclear Regulatory
Commission (NRC), authorizing distribution by the licensee pursuant to 10 CFR Part 40,

(b) each counterweight has been impressed with the following legend clearly legible through any plating or other
covering: "DEPLETED URANIUM" !

(c) each counterweight isdurably and legibly labeled or marked with the identification of the manufacturer and the
statement: "UNAUTHORIZED ALTERATIONS PROHIBITED",* and,

(d) thisexemption shall not be deemed to authorize the chemical, physical, or metallurgical treatment or processing
of any such counterweights other than repair or restoration of any plating or other covering;

(6) natural or depleted uranium metal used as shielding constituting part of any shipping container, provided that:

(@) the shipping container is conspicuously and legibly impressed with the legend "CAUTION - RADIOACTIVE
SHIELDING - URANIUM"; and,

(b) the uranium metal is encased in mild steel or equally fire resistant metal of minimum wall thickness of ¢ inch
(3.2 mm);

(7) thorium contained in finished optical lenses, provided that each lens does not contain more than 30% by weight of
thorium, and that this exemption shall not be deemed to authorize either:

(a) theshaping, grinding, or polishing of such lens or manufacturing processes other than the assembly of such lens
into optical systems and devices without any alteration of the lens; or,

(b) thereceipt, possession, use, or transfer of thorium contained in contact lenses, or in spectacles, or in eyepieces
in binoculars or other optical instruments;

(8) uranium contained in detector headsfor usein fire detection units, provided that each detector head contains not more
than 0.005 microcurie of uranium; or,
(9) thorium contained in any finished aircraft engine part containing nickel-thoria alloy, provided that:

(@) thethoriumisdispersed in the nickel-thoria aloy in the form of finely divided thoria (thorium dioxide); and,
(b) thethorium content in the nickel-thoria aloy does not exceed 4% by weight.

The exemptionsin 105 CMR 120.103(C) do not authorize the manufacture of any of the products described.

The requirements specified in 105 CMR 120.103(C)(5)(b) and (c) need not be met by counterwei ghts manufactured prior
to December 31, 1969; provided, that such counterweights areimpressed with thelegend, "CAUTION - RADIOACTIVE
MATERIAL - URANIUM", as previously required by 105 CMR 120.000.
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120.120: Typesof Licenses

Licenses for radioactive materials are of two types. genera and specific.

(A) TheAgency issues aspecific license to anamed person who has filed an application for the license under the provisions
of 105 CMR 120.000. GeneraHicensesprovidecathisPart-areeffective-withottthe fiting-of-appheationswith-the Ageney-o

(B) A general licenseisprovided by regulation, grants authority to aperson for certain activitiesinvolving radioactive material,
and is effective without the filing of an application with the Agency or the issuance of alicensing document to a particular
person. However, registration with the Agency may be required by the particular general license. Speetfieteensesreqtirethe

SO SSHOR-O—anR—apPpPr€atto O gency-anta Stia o2& g-Gocuic DY O V- SO

120.122: General Licenses - Radioactive Material Other Than Source Material

(A) Certain Devices and Equipment. A genera license is hereby issued to transfer, receive, acquire, own, possess, and use
radioactive material incorporated in the following devices or equipment which have been manufactured, tested and labeled by
the manufacturer in accordance with a specific license i ssued to the manufacturer by the U.S. Nuclear Regulatory Commission
for use pursuant to 10 CFR Part 31, § 31.3. This general license is subject to the provisions of 105 CMR 120.001 through
120.016, 120.104(A)(2), 120.131, 120.140, 120.150 and 120.200, 120.750, and 120.770. Attention is directed particularly to
the provisions of 105 CMR 120.200 which relate to the labeling of containers.

(1) Static Elimination Device. Devices designed for use as static €liminatorswhich contain, asaseal ed source or sources,

radioactive material consisting of atotal of not more than 500 microcuries (18.5 MBq) of polonium-210 per device.

(2) lon Generating Tube. Devicesdesigned for ionization of air which contain, asasealed source or sources, radioactive

material consisting of atotal of not more than 500 microcuries (18.5 MBq) of polonium-210 per device or atota of not

more than 50 millicuries (1.85 GBQ) of hydrogen-3 (tritium) per device.

((B) and (C): Reserved)
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120.122: continued

(D) Certain Detecting, Measurlnq Gauqmq or Controlllnq Devices and Certain Devices for Producing Light or an lonized

Atmosphere.

(1) A generd license is hereby issued to commercial and industria firms and te research, educational and medical
ingtitutions, individualsin the conduct of their business, and State or local government agenciesto acquire, receive, ews;
possess, use or transfer in accordance with the provisions of 105 CMR 120.122(D)(2), (3), and (4), radioactive material,
excluding specia nuclear material, contained in devicesdesigned and manufactured for the purpose of detecting, measuring,
gauging or controlling thickness, density, level, interfacelocation, radiation, leakage, or qualitativeor quantitative chemical
composition, or for producing light or an ionized atmosphere.

(2)(a) Thegeneral licensein 105CMR 120.122(D)(1) appliesonly toradioactivematerial contained in deviceswhich have
been manufactured or initialy transferred and labeled in accordance with the specifications contained in

1 aspecmc license issued by the Agency purs.lant to 105 CMR 120.128(D); or,

aequival ent specific licenseissued by the U.S. Nuclear

Regulatory Commission, an Agreement State or aLicensing State. rwhich-adthorizeseistribution-ef-gevieesto

(b) Thedevicesmust have been received from one of the specific licensees described in 105 CMR 120.122(D)(2)(a)
or through a transfer made under paragraph 120.122(D)(3)(i).

(3) Any person who owns, receives, acquires, possesses, uses, or transfers radioactive material in adevice pursuant to the
generd licensein 105 CMR 120.122(D)(1):

(a) shall assurethat al labels affixed to the device at the time of receipt, and bearing a statement that removal of the
label is prohibited, are maintained thereon and shall comply with al instructions and precautions provided by such
labels;
(b) shal assure that the device is tested for leakage of radioactive material and proper operation of the "on-off"
mechanism and indicator, if any, at no longer than six-month intervalsor at such other intervalsasare specified in the
label, however: ;

1. devices containing only krypton need not be tested for |eakage of radioactive material; and,

2. devices containing only tritium or not more than 3.7 MBg. (100 microcuries) of other beta and/or

gamma-emitting material or 0.37 MBq (ten microcuries) of a pha-emitting material and devices held in storage

in the original shipping container prior to initial installation need not be tested for any purpose;

(c) shall assure that the tests required paragraph 120.122(D)(3)(b) and other testing, installation, servicing, and
removal from installation involving the radioactive material, its shielding or containment, are performed:

1. inaccordance with the instructions provided by the labels; or,

2. by a person holding an applicable specific license from the Agency, the U.S. Nuclear Regulatory
Commission, an Agreement State or a Licensing State to perform such activities,
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(d) shall maintain records showing compliance with the requirements of 105 CMR 120.122(D)(3)(b) and (c). The
records shall show the results of tests. The records also shall show the dates of performance of, and the names of
personsperforming, testing, install ation, servicing, and removal frominstallation concerning theradioactive material,
its shielding or containment. The licensee shall retain these records Reeerds-of-tests-forteakage-ofradioactive
meaterratregtredby-105-EMR-120-122(B)3)tby as follows:

1. each record of atest for leakage of radioactive material required by 105 CMR 120.122(D)(3)(b) shall be
retained for three years after the next required leak test is performed or until the sealed sourceis transferred or
disposed of;

2. each record of atest of the"on-off" mechanism and indicator required by 105 CMR 120.122(D)(3)(b) shall
be retained for three years after the next required test of the "on-off" mechanism and indicator is performed or
until the sealed source is transferred or disposed of; and,

3. each record that is required by 105 CMR 120.122(D)(3)(c) shall be maintained for a period of three years
from the date of the recorded event or until the deviceistransferred or disposed of;

(e) shal immediately suspend operation of the device if there is a failure of or damage to, or any indication of a
possible failure of or damage to, the shielding of the radioactive material or the "on-off" mechanism or indicator, or
upon the detection of 185 Bq (0.005 microcurie) or more removable radioactive material. The device shall not be
operated until it has been repaired by the manufacturer or other person holding an applicabl e specific license from the
Agency, the U.S. Nuclear Regulatory Commission, an Agreement State or a Licensing State to repair such devices.
The device and any radioactive material from the device shall only be disposed of by transfer to a person authorized
by an applicable specific license to receive the radioactive material contained in the device or as otherwise approved
by the Agency. A report containing a brief description of the event and the remedial action taken; and, in the case of
detection of 0.005 microcurie or more removable radioactive materia or failure of or damage to a source likely to
result in contamination of the premises or the environs, a plan for ensuring that the premises and environs are
acceptable for unrestricted use, must be furnished to the Agency within 30 days. Under these circumstances, the

criteriaset out in 105 CMR 120.243, **Vacating Premises," may be applicable, as determined by the Agency on a

(f) shal not abandon the device containing radioactive material;
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(g) shal not export the device containing radioactive material except in accordance with 10 CFR110;

(h)1. shall transfer or dispose of the device containing radioactive material only by export as provided in105 CMR
120.122(D)(3)(q), by transfer to another general licensee as authorized in 105 CMR 120.122(D)(3)(i), or to aperson
authorizedto receivethedevice by aspecificlicenseissued by the Agency, theU.S. Nuclear Regulatory Commission,
an Agreement State or a Licensing State that authorizes waste collection or as otherwise approved under 105 CMR
120.122(D)(3)(h)3.

2. shall furnish areport to the Agency within 30 days after the transfer of a device to a specific licensee or
export. The report shall contain:
a. theidentification of the device by manufacturer's (or initial transferor's) name, model number, and serial

number;

b. the name, address, and license number of the person receiving the device (license number not applicable
if exported); and,

c. thedate of the transfer.

3. shall obtain written Agency approval before transferring the device to any other specific licensee not
specificaly identified in paragraph 105 CMR 120.122(D)(3)(h)1;

(i) shall transfer the device to another general licensee only if
1. thedeviceremainsin useat aparticular location. In this case, the transferor shall give the transferee a copy
of 105 CMR 120.122(D), a copy of 120.122, 120.009, 120.281, and 120.282, and any safety documents
identified in the label of the device. Within 30 days of the transfer, the transferor shall report to the Agency:
a. the manufacturer's (or initia transferor's) name;
b. the model number and the serial number of the device transferred;
c. thetransferee's name and mailing address for the location of use; and
d. the name, title, and phone number of the responsible individual identified by the transferee in
accordance with 105 CMR 120.122(D)(3)(l) to have knowledge of and authority to take actionsto ensure

compliance with the appropriate regulations and requirements; or,

2. thedeviceis held in storage by an intermediate person in the original shipping container at its intended
location of use prior to initial use by a general licensee;

(j) shall comply withthe provisionsof 105 CMR 120.281 and 120.282 for reporting radiation incidents, theft, or loss
of licensed material, but shall be exempt from the other requirements of 105 CMR 120.200 and 120.750;

(k) shall respond to written requests from the Agency to provide information relating to the general license within
30 calendar days of the date of the request, or other time specified in therequest. If the general licensee cannot provide
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the requested information within the allotted time, it shall, within that same time period, request a longer period to
supply theinformation by submitting aletter to the Director, Radiation Control Program, M assachusetts Department
of Public Health, and provide written justification as to why it cannot comply;

(1) shall appoint anindividual responsiblefor having knowledge of the appropriate regul ations and requirementsand
the authority for taking required actions to comply with appropriate regulations and requirements. The genera
licensee, through this individual, shall ensure the day-to-day compliance with appropriate regulations and
regquirements. This appointment does not relieve the general licensee of any of its responsibility in this regard;

(m)1. shall register, in accordancewith paragraphs 105 CMR 120.122(D)(3)(m)2. and 3., devices containing at | east
370 MBq (10 mCi) of cesium-137, 3.7 MBq (0.1 mCi) of strontium-90, 37 MBq (1 mCi) of cobalt-60, or 37 MBq
(1 mCi) of americium-241 or any other transuranic (i.e., el ement with atomic number greater than uranium (92)), based
on the activity indicated on the label. Each address for alocation of use, as described under paragraph 105 CMR
120.122(D)(3)(m)3.d. represents a separate general licensee and requires a separate registration and fee;

2. if in possession of adevice meeting the criteriaof paragraph 105 CMR 120.122(D)(3)(m)1. of this section,
shall register these devices annually with the Agency and shall pay any prescribed. Registration must be done
by verifying, correcting, and/or adding to theinformation provided in arequest for registration received fromthe
Agency. Theregistration information must be submitted to the Agency within 30 days of the date of the request
for registration or as otherwise indicated in the request. In addition, agenera licensee holding devices meeting
the criteria of paragraph 120.122(D)(3)(m)1. is subject to the bankruptcy notification requirement in 105 CMR
120.131(E);

3. inregistering devices, the general licensee shall furnish thefollowing information and any other information
specifically requested by the Agency:

a. name and mailing address of the general licenses;

b. information about each device: the manufacturer (or initia transferor), model number, serial number,
the radioisotope and activity (asindicated on the labdl);

c. name, title, and telephone number of the responsible person designated asarepresentative of the general
licensee under paragraph 120.122(D)(3)(1);

d. addressor location at which the device(s) are used and/or stored. For portable devices, the address of
the primary place of storage;

e. certification by the responsible representative of the general licensee that the information concerning
the device(s) has been verified through a physical inventory and checking of label information;

f. certification by the responsible representative of the general licensee that they are aware of the
requirements of the general license.

4. personsgeneraly licensed by an Agreement State, Licensing State or NRC with respect to devices meeting

the criteriain paragraph 120.122(D)(3)(m)1 are not subject to registration requirementsiif the devices are used
in areas subject to Agency jurisdiction for aperiod lessthan 180 daysin any calendar year. The Agency will not
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request registration information from such licensees.

(n) shall report changesto the mailing address for thelocation of use (including change in name of general licensee)
to the Director, Radiation Control Program, Massachusetts Department of Public Health, within 30 days of the
effective date of the change. For a portable device, areport of address change is only required for a change in the
device's primary place of storage;

(o) may not hold devices that are not in use for longer than 2 years. If devices with shutters are not being used, the
shutter must be locked in the closed position. The testing required by paragraph 120.122(D)(3)(b) need not be
performed during the period of storage only. However, when devicesare put back into serviceor transferred to another
person, and have not been tested within therequired test interval, they must betested for |eakage before use or transfer
and the shutter tested before use. Devices kept in standby for future use are excluded from the two-year time limit if
the general licensee performs quarterly physical inventories of these devices while they are in standby.

(4) Thegenera licensein 105 CMR 120.122(D)(1) does not authorize the manufacture or import of devices containing
radioactive material.

[Note: Persons possessing radioactive material in devicesunder ageneral licensein 10 CFR. 31.5 before January 15, 1975, may
continue to possess, use, or transfer that material in accordance with the labeling requirements of 10 CFR. 31.5 in effect on
January 14, 1975.]

120.125: General Requirements for the Issuance of Specific Licenses

(A) A license application will be approved only if the Agency determines that:
(1) theapplicantisqualified by reason of training and experienceto usethe material in question for the purpose requested
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in accordance with 105 CMR 120.000 in such a manner as to minimize danger to public health and safety or property;
(2) theapplicant's proposed equipment, facilities, and procedures are adequate to minimize danger to public health and
safety or property;
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120.125: continued

(3) theissuance of the license will not be inimical to the health and safety of the public; and,
(4) theapplicant satisfiesany applicable special requirementsin 105 CMR 120.126, 120.127, 120.128, 120.300, 120.500,
120.620 120.800, 120.890 or 120.900.

(B) Environmental Report, Commencement of Construction.
(1) Inthe case of an application for alicense to receive and possess radioactive material for commercial waste disposal,
or for the conduct of any other activity which the Agency determineswill significantly affect thequality of the environment,

alicense application shall be reviewed and approved by the Agency before commencement of construction of the plant or
facility in which the activity will be conducted. Issuance of thelicense shall be based upon aconsideration by the Agency
of the environmental, economic, technical and other benefits in comparison with the environmental costs and available
alternatives and a determination that the action called for is the issuance of the proposed license, with any appropriate
conditionsto protect environmental values;

(2) Commencement of construction prior to such conclusion shall begroundsfor denia of alicenseto receive and possess
radioactive material in such plant or facility. Asusedin 105 CMR 120.125(B) the term "commencement of construction”
means any clearing of land, excavation, or other substantial action that would adversely affect the environment of a site.
The term does not mean site exploration, necessary roads for site exploration, boringsto determine foundation conditions,
or other preconstruction monitoring or testing to establish background information related to the suitability of the site or
the protection of environmental values.

(C) Einancial Surety Arrangements and Recordkeeping for Decommissioning ReetaimigSites.  Forptrpesesof-165-EMR

(1) Unless exempted by 105 CMR 120.125(C)(10 3), issuance, renewa or amendment of alicense shall be dependent
upon satisfactory financial surety arrangements to ensure the protection of the public health and safety in the event of
abandonment, default or other inability of the licensee to meet the requirements of M.G.L. c. 111H 89 and 105 CMR
120.000.
(2) feyEach applicant for a specific license authorizing the possession and use of unsealed radioactive material with a
haf-life greater than 120 days and in quantities exceeding 10° times the applicable quantities set forth in 105 CMR
120.196: Appendix B, Tablell shall submit adecommissioning funding plan asdescribedin 105 CMR 120.125(C)(6 %)te}.
The decommissioning funding plan must also be submitted when a combination of isotopesisinvolved if R divided by 10°
is greater than 1 (unity rule), where R is defined as the sum of the ratios of the quantity of each isotope to the applicable
valuein 105 CMR 120.196: Appendix B, Tablel.
(3) fhyEach applicant for aspecific license authorizing possession and use of radioactive material of half-life greater than
120 days and in quantities specified in 105 CMR 120.125(C)(5 3)¢ehy shall either:
() E=submit a decommissioning funding plan as described in 105 CMR 120.125(C)(6 )te); or
(b) Zsubmit acertification that financial assurancefor decommissioning hasbeen provided in the amount prescribed
by 105 CMR 120.125(C)(5 d)¢tdy using one of the methods described in 105 120.125(C)(7 4)¢f). For an applicant,
this certification may state that the appropriate assurance will be obtained after the application has been approved and
the license issued, but prior to the receipt of licensed material. As part of the certification, a copy of the financial
instrument obtained to satisfy the requirements of 105 CMR 120.125(C)(7 4)¢f is to be submitted to the Agency.
(4) () feyrEach holder of a specific licenseissued on or after March 11, 1994, which is of
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atypedescribed in 105 CMR 120.125(C)(2 %)t} or (3 b), shall providefinancial assurancefor decommissioning
in accordance with the criteria set forth in 105 CMR 120.125(C)(1) through 120.125(C)(8).
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(b) 2ZEach holder of a specific license issued before March 11, 1994, and of a type described in 105 CMR
120.125(C)(2 %)tey shall submit, on or before March 11, 1995, a decommissioning funding plan or acertification of
financial assurance for decommissioning in an amount at least equal to $756;860 1,125,000, in accordance with the
criteria set forth in this part. If the licensee submits the certification of financial assurance rather than a
decommissioning funding plan at this time, the licensee shall include a decommissioning funding plan in any
application for license renewal.

(c) 3:Each holder of a specific license issued before March 11, 1994, and of a type described in 105 CMR
120.125(C)(3 #)tby shal submit, on or before March 11, 1995, a certification of financial assurance for
decommissioning or a decommissioning funding plan in accordance with the criteria set forth in 105 CMR
120.125(C)(1) through 120.125(C)(8).

(d) Waste collectors and waste processors, as defined in 10 CFR part 20, Appendix G must establish an Agency-
approved decommissioning funding plan to assure the availability of fundsfor decommissioning activities conducted
over the life of the licensed facility. The decommissioning funding plan must include the cost of disposal of the
maximum radioactivity (curies) of radioactive material permitted by the license, and the cost of disposal of the
maximum quantity, by volume, of radioactive material that could be present at the licensee’ s facility at any time, in
addition to the cost to remediate the licensee’ s site to meet the license termination criteriaof 105 CMR 120.200. The
decommissioning funding plan must be submitted by (six months following the effective date of the rule).

(5) {ehTable of Required Amounts of Financial Assurance for Decommissioning by Quantity of Material:

(@] Greater than 10* but less than or equal to 10° times the applicable $750
quantitiesin 105 CMR 120.196: Appendix B, Table Il in unsealed form. 1,125,000
(For acombination of isotopes, if R, as defined in 105 CMR
120.125(C)(2 3){&), divided by 10 is greater than 1 but R divided by 10°
islessthan or equal to 1.)

2 Greater than 10° but less than or equal to 10* times the applicable $150 225,000
quantitiesin 105 CMR 120.196: Appendix B, Table Il in unsealed form.
(For acombination of isotopes, if R, asdefined in 105 CMR
120.125(C)(2 2)t8}, divided by 10° is greater than 1 but R divided by 10*
islessthan or equal to 1.)

(3) Greater than 10 times the applicable quantitiesin 105 CMR 120.196: $#5 113,000
Appendix B, Table |l in sealed sources or plated foils. (For a
combination of isotopes, if R, asdefined in 105 CMR
120.125(C)(24){a), divided by 10 is greater than 1.)

(@) Licenseesrequired to submit the $1,125,000 amount must do so by (effective date of the rule)

(b) Licenseesrequiredto submit the$113,000 or $225,000 amount must do so by (six monthsfollowing the effective
date of therule).

(6) feyEach decommissioning funding plan must contain a cost estimate for decommissioning and a description of the
method of assuring funds for decommissioning from 105 CMR 120.125(C)(74)¢H, including means of adjusting cost
estimates and associated funding levels periodically over the life of the facility.

(7) €HFinancia assurance for decommissioning must be provided by one or more of the following methods:

() %Prepayment. Prepayment isthe deposit prior to the start of operation into an account segregated from licensee
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assets and outside the licensee's administrative control of cash or liquid assets such that the amount of funds would
be sufficient to pay decommissioning costs. Prepayment may be in the form of atrust, escrow account, government
fund, certificate of deposit, or deposit of government securities.
(b) 2 A Surety Method. A surety method, insurance or other guarantee method. These methods guarantee that
decommissioning costs will be paid should the licensee default-:-
1. A surety method may bein the form of a surety bond; issued by a corporate surety company authorized to
transact business in the commonwealth; or

2. Anirrevocable letter of credit, or line of creditz; or

3. A parent company guarantee of funds for decommissioning costs may be used if the guarantee and test are
ascontained in 105 CMR 120.198: Appendix D. A parent company guarantee may not be used in combination
with other financial methods to satisfy the requirements of thispart 105 CMR 120.125(C).

a. For commercial corporations that issue bonds, a guarantee of funds by the applicant or licensee for
decommissioning costs based on afinancial test may be used if the guarantee and test are as contained in
105 CMR 120.198: Appendix E .

b. For commercial companiesthat do not issue bonds, a guarantee of funds by the applicant or licensee
for decommissioning costs may be used if the guarantee and test are as contained in 105 CMR
120.198: Appendix F.

c. For nonprofit entities, such as colleges, universities, and nonprofit hospitals, a guarantee of funds by
the applicant or licensee may be used if the guarantee and test are as contained in 105 CMR
120.198: Appendix G.

4. Any surety method or insurance used to provide financial assurance for decommissioning must contain the
following conditions:
a. Thesurety method or insurance must be open-ended or, if written for aspecified term, such asfiveyears,
must be renewed automatically unless 90 days or more prior to the renewal date, the issuer notifies the
Agency, thebeneficiary, and thelicensee of itsintention not to renew. Thesurety method or insurance must
also providethat thefull faceamount be paid to the beneficiary automatically prior to the expiration without
proof of forfeiture if the licensee fails to provide a replacement acceptable to the Agency within 30 days
after receipt of notification of cancellation.
b. The surety method or insurance must be payableto atrust established for decommissioning costs. The
trustee and trust must be acceptable to the Agency. An acceptable trustee includes an appropriate state or
federal government agency or an entity that has the authority to act as a trustee and whose trust operations
areregulated and examined by afederal or state agency.
¢. The surety method or insurance must remain in effect until the Agency has terminated the license.
(c) 3:AnExternal Sinking Fund. An external sinking fundinwhich depositsaremade at | east annually, coupled with
asurety method or insurance, the value of which may decrease by the amount being accumulated in the sinking fund.

An externa sinking fund is a fund established and maintained by setting aside funds periodically in an account
segregated from licensee assets and outside the licensee's administrative control in which the total amount of funds
would besufficient to pay decommissioning costsat thetimetermination of operationisexpected. Anexterna sinking
fund may bein the form of atrust, escrow account, government fund, certificate of deposit, or deposit of government
securities. The surety or insurance provisions must be as stated in 105 CMR 120.125(C)(7 )(b £){2).
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(d) 4Statement of Intent. Inthecaseof federal, state, or local government licensees, astatement of intent containing
acost estimate for decommissioning or an amount pursuant to 105 CM R 120.125(C)(53)¢eh, and indicating that funds
for decommissioning will be obtained when necessary.
(8) €@ Each person licensed under 105 CMR 120.100 shall keep records of information important to the safe and
effective decommissioning of thefacility in an identified location until the licenseisterminated by the Agency. If records
of relevant information are kept for other purposes, reference to these records and their locations may be used. Information
the Agency considers important to decommissioning consists of:
(a) +Recordsof spillsor other unusual occurrencesinvolving the spread of contamination in and around thefacility,
equipment, or site. These records may be limited to instances when contamination remains after any cleanup
procedures or when there is reasonabl e likelihood that contaminants may have spread to inaccessible areas, asin the
case of possible seepage into porous materials such as concrete. These records must include any known information
on identification of involved nuclides, quantities, forms, and concentrations.
(b) 2=As-built drawingsand modifications of structuresand equipment in restricted areaswhereradioactive materials
areused and/or stored, and of locationsof possibleinaccessi ble contaminati on such asburied pi pesthat may be subject
to contamination. If required drawings are referenced, each relevant document need not be indexed individualy. If
drawings are not available, thelicensee shall substitute appropriate records of availableinformation concerning these
areas and locations.
(c) 3:-Except for areas containing only sealed sources (provided the sources have not leaked or no contamination
remains after any leak) or radioactive materials having only half-lives of lessthan 65 days, alist containedinasingle
document and updated every two years, of the following:
1. & al areas designated and formerly designated restricted areas as defined in 105 CMR 120.005;
2. b al areasoutside of restricted areas that require documentation under 105 CMR 120.125(C)(8%)(a g)+;
3. € dl areas outside of restricted areas where current and previous wastes have been buried as documented
under 105 CMR 120.269; and,
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120.125: continued

4. . dl areas outside of restricted areas which contain material such that, if the license expired, the licensee
would berequiredto either decontaminatetheareato unrestricted rel easelevel sor apply for approval for disposal
under 105 CMR 120.252.
(d) 4Records of the cost estimate performed for the decommissioning funding plan or of the amount certified for
decommissioning, and records of the funding method used for assuring fundsif either afunding plan or certification
isused.
(92) Thefollowing specific licensees are required to make financial surety arrangements:
(@) major processors,
(b) waste handling licensees;
(c) former U.S. Atomic Energy Commission or NRC licensed facilities; and,
(d) all others except persons exempt pursuant to 105 CMR 120.125(C)(10 3).
(103) Thefollowing persons are exempt from the requirements of 105 CMR 120.125(C)(1) through 120.125(C)(8):
() personsauthorized to possess no more than 1,000 times the quantity specified in 105 CMR 120.196: Appendix
B, Table 1 or combination of radioactive materia listed therein as givenin 105 CMR 120.196: Appendix B, Table
1, Note 1;
(b) personsauthorized to possessradioactive noble gasesin seal ed sourceswith no radioactive daughter product with
half-life greater than 30 days.

(D) Licensing Requirementsto the Manufacture or |nitially Transfer ane-Bistribution of Devices Containing Radioactive Material to Persons
Generally Licensed Under 105 CMR 120.122(D).
(1) An application for a specific license to manufacture or initially transfer eistribtte devices containing radioactive
material, excluding specia nuclear material, to persons generaly licensed under 105 CMR 120.122(D) or equivaent
regulations of the U.S. Nuclear Regulatory Commission, an Agreement State, or a Licensing State will be approved if:
(@) the applicant satisfies the general requirements of 105 CMR 120.125;
(b) theapplicant submitssufficient information rel ating to the design, manufacture, prototypetesting, quality control,
labels, proposed uses, installation, servicing, leak testing, operating and safety instructions, and potentia hazards of
the device to provide reasonabl e assurance that:

1. thedevice can be safely operated by persons not having training in radiological protection,

2. under ordinary conditions of handling, storage, and use of the device, the radioactive material contained in

the device will not be released or inadvertently removed from the device, and it is unlikely that any person will

receivein 1 year adose in excess of 10% of the annual limits specified in 105 CMR 120.211(A), and

3. under accident conditions such asfire and explosion associated with handling, storage, and use of the device,

it is unlikely that any person would receive an external radiation dose or dose commitment in excess of the

following organ doses:

Wholebody; head and trunk; active blood-forming organs; gonads; or |ensof eye..........ccoeveieieinieniciennd £150

mSvy (15 rems)

Hands and forearms; feet and ankles; localized areas of skin averaged over areas no larger than 1 square

centimeter {2 Svy (200 rems)

Other OFgaNnS . . .. oottt e e e e £500 mSvy (50 rems); and,
(c) each device bearsadurable, legible, clearly visible label or |abels approved by the Agency, which containin a
clearly identified and separate statement:

1. instructions and precautions necessary to assure safe installation, operation, and servicing of the device;

documents such as operating and service manuals may be identified in the label and used to provide this

information;
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2. therequirements, or lack of requirement, for leak testing, or for testing any "on-off" mechanism and indicator,
including the maximum time interval for such testing, and the identification of radioactive material by isotope,
quantity of radioactivity, and date of determination of the quantity; and,

3. theinformation called for in one of the following statements, as appropriate, in the same or substantially
similar form:
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120.128: continued

&The receipt, possession, use, and transfer of thisdevice, Model ____, Serial No. _____, are subject to
ageneral licenseor theequivalent and theregulationsof theU.S. Nuclear Regul atory Commission or aState
with which the U.S. Nuclear Regulatory Commission has entered into an agreement for the exercise of
regulatory authority. Thislabel shall be maintained on the device in alegible condition. Removal of this
label isprohibited. [Themodel, serial number, and name of the manufacturer or distributor may be omitted
from the label provided the information is elsewhere specified in labeling affixed to the devicel]

CAUTION - RADIOACTIVE MATERIAL

Name of manufacturer or distributor

[Note: Devices licensed under 10 CFR 32.53 prior to January 19, 1975 may bear |abels authorized by the regulations in effect
on January 1, 1975.]

(d) each device having a separable source housing that provides the primary shielding for the source also bears, on
the source housing, adurablelabel containing the device model number and serial number, the isotope and quantity,
the words, " Caution-Radioactive Material," the radiation symbol described in 105 CMR 120 237, and the name of
the manufacturer or initial distributor.

(e) each device meeting the criteria of 105 CMR 120 122(D)(3)(m)1., bears a permanent (e.g., embossed, etched,
stamped, or engraved) label affixed to the source housing if separable, or the device if the source housing is not
separabl e, that includesthewords, ** Caution-Radioactive M aterial," and, i practicable, theradiation symbol described
in 105 CMR 120 237.

N f font Aicteib it
Nanc- O rHaoractarSr O trStrmootor

(2) Intheevent the applicant desiresthat the device be required to betested at intervalslonger than six months, either for
proper operation of the "on-off* mechanism and indicator, if any, or for leakage of radioactive material or for both, the

applicant shall include in the application sufficient information to demonstrate that such longer interval is justified by
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performance characteristics of the device or similar devicesand by design features which have a significant bearing on the
probability or consequences of leakage of radioactive material from the device or failure of the "on-off" mechanism and
indicator. In determining the acceptable interval for the test for leakage of radioactive material, the Agency will consider
information which includes, but is not limited to:

(@) primary containment or source capsule;

(b) protection of primary containment;

(c) method of sealing containment;

(d) containment construction materials;

(e) form of contained radioactive material;

(f) maximum temperature withstood during prototype tests;

(g) maximum pressure withstood during prototype tests;

(h) maximum quantity of contained radioactive materidl;

(i) radiotoxicity of contained radioactive material; and,

(j) operating experience with identical devices or similarly designed and constructed devices. 120.128: continued

(3) Intheevent theapplicant desiresthat thegeneral licenseeunder 105 CMR 120.122(D), or under equival ent regul ations
of the U.S. Nuclear Regulatory Commission, an Agreement State, or a Licensing State be authorized to install the device,
collect the sample to be analyzed by a specific licensee for leakage of radioactive material, service the device, test the
"on-off" mechanism and indicator, or remove the device from installation, the applicant shall include in the application
written instructions to be followed by the general licensee, estimated calendar quarter doses associated with such activity
or activities, and basis for such estimates. The submitted information shall demonstrate that performance of such activity
or activitiesby anindividual untrained in radiological protection, in addition to other handling, storage, and use of devices
under the general license, is unlikely to cause that individua to receive a dose in excess of 10% of the annua limits
specified in 105 CMR 120.211(A).

(4) Each person licensed under 105 CMR 120.128(D) to distribtte initially transfer devicesto generally licensed persons
shall:

(a) if adevice containing radioactive material isto betransferred for use under the general license contained in 105
CMR 120.122 (D), each person that islicensed under 105 CMR 120.128 (D) shall provide the information specified
in 120.128(D)(4) to each person to whom adeviceisto betransferred. Thisinformation must be provided before the
device may be transferred. In the case of a transfer through an intermediate person, the information must also be
provided to the intended user prior to initia transfer to the intermediate person. The required information includes:

1. acopy of the genera license contained in 105 CMR 120.122 (D); if paragraphs 120.122(D)(3)(b) through

(d) do not apply to the particular device, those paragraphs may be omitted;

2. acopy of 105 CMR 120.122, 120.009 (A), 120.281, and 120.282;

3. alist of the services that can only be performed by a specific licensee; and,

4. information on acceptable disposal options including estimated costs of disposal;

(b) if radioactive material is to be transferred in a device for use under an equivalent general license of the U.S.
Nuclear Regulatory Commission, an Agreement State, or a Licensing State each person that is licensed under 105
CMR 120.128 (D) shall provide the information specified in this paragraph to each person to whom a deviceisto be
transferred. Thisinformation must be provided before the device may be transferred. In the case of atransfer through
an intermediate person, the information must also be provided to the intended user prior to initia transfer to the
intermediate person. The required information includes:
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1. acopy of NRC or Agreement State regulations equivalent to 105 CMR 120.122(D), 120.009 (A), 120.281,
and 120.282. If acopy of the Agency regulationsis provided to a prospective general licenseein lieu of the U.S.
Nuclear Regulatory Commission’s, Agreement State’s, or Licensing State’sregulations, it shall be accompanied
by a note explaining that use of the device is regulated by the U.S. Nuclear Regulatory Commission, the
Agreement State; or Licensing State; if certain paragraphsof theregulationsdo not apply to the particular device,
those paragraphs may be omitted;

2. alist of the services that can only be performed by a specific licensee;

3. information on acceptable disposal options including estimated costs of disposal; and,

4 thenameor title, address, and phone number of the contact at the U.S. Nuclear Regulatory Commission, the
Agreement State, or Licensing State from which additional information may be obtained; furrish-arcopy-of-the

(c) an aternative approach to informing customers may be proposed by the licensee for approval by the Agency;

(d) eachdevicethat istransferred after February 19, 2002 must meet the | abeling requirementsin 120.128(D)(1)(c)
through (e);

(e) if anatification of bankruptcy has been made under 105 CMR 120.131(E) or thelicenseisto beterminated, each
person licensed under 105 CMR 120.128(D) shall provide, upon request, to the Agency and to any appropriate
Agreement State or NRC, records of final disposition required under 105 CMR 120.128(D)(5)(c).

(5) Each person licensed under 105 CMR 120.128(D) to initially transfer devices to generaly licensed persons shall
comply with the requirements of 105 CMR 120.128(D)(5).

(@) The person shall report to the Agency al transfers of devicesto persons for use under the general licensein 105
CMR 120.122(D) and all receipts of devices from personslicensed under 105 CMR 120.122(D). Thereport must be
submitted on a quarterly basison NRC Form 653 - “Transfers of Industrial Devices Report” or in aclear and legible
report containing all of the data required by the form.
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1. Therequired information for transfers to general licensees includes:

a. theidentity of each general licensee by name and mailing address for the location of use; if thereisno
mailing addressfor thelocation of use, an aternate addressfor the general licensee shall be submitted along
with information on the actual location of use;

b. thename, title, and phone number of the person identified by the general licensee as having knowledge
of and authority to take required actions to ensure compliance with the appropriate regulations and
requirements;

c. thedate of transfer;
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d. thetype, model number, and serial number of the device transferred; and,
e. thequantity and type of byproduct material contained in the device.

2. If one or more intermediate persons will temporarily possess the device at the intended place of use before
its possession by the user, the report must include the same information for both the intended user and each
intermediate person, and clearly designate the intermediate person(s).

3. For devicesreceived froma105 CMR 120.122(D) generd licensee, the report must include the identity of
the general licensee by name and address, the type, model number, and serial number of the devicereceived, the
date of receipt, and, in the case of devices not initialy transferred by the reporting licensee, the name of the
manufacturer or initial transferor.

4. If the licensee makes changes to a device possessed by a CMR 120.122(D) general licensee, such that the
label must be changed to update required information, the report must identify the general licensee, the device,
and the changes to information on the device label.

5. Thereport must cover each calendar quarter, must be filed within 30 days of the end of the calendar quarter,
and must clearly indicate the period covered by the report.

6. The report must clearly identify the specific licensee submitting the report and include the license number
of the specific licensee.

7. 1f no transfers have been made to U.S. Nuclear Regulatory Commission Licensees during the reporting

period, thisinformation shall be reported to the U.S. Nuclear Regulatory Commission.

8. If no transfers have been made to general licensees within aparticular State during the reporting period, this
information shall be reported to the responsible State agency upon request of that agency.

(b) The person shall report all transfers of devices to persons for use under a general license in the U.S. Nuclear
Regulatory Commission’s, an Agreement State’s, or a Licensing State’s regulations that are equivalent to CMR
120.122(D) and all receipts of devices from general licensees in the U.S. Nuclear Regulatory Commissions s, an
Agreement State’s, or aLicensing State’sjurisdiction to theresponsibleagency. Thereport must be submitted on Form

653 - “Transfers of Industrial Devices Report” or in aclear and legible report containing al of the data required by

the form.
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1. Therequired information for transfers to general licensees includes:

a. theidentity of each general licensee by name and mailing address for the location of use; if thereisno
mailing addressfor thelocation of use, an aternate addressfor the general licensee shall be submitted along
with information on the actual location of use;

b. thename, title, and phone number of the person identified by the general licensee as having knowledge
of and authority to take required actions to ensure compliance with the appropriate regulations and
requirements,

c. thedate of transfer;

d. thetype, model number, and serial number of the device transferred; and,
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e. thequantity and type of byproduct material contained in the device.

2. If one or more intermediate persons will temporarily possess the device at the intended place of use before
its possession by the user, the report must include the same information for both the intended user and each
intermediate person, and clearly designate the intermediate person(s).

3. For devicesreceived from ageneral licensee, the report must include the identity of the general licensee by
name and address, the type, model number, and serial number of the device received, the date of receipt, and, in
the case of devices not initially transferred by the reporting licensee, the name of the manufacturer or initial
transferor.

4. |f thelicensee makes changesto adevice possessed by ageneral licensee, such that thelabel must be changed
to update required information, the report must identify the general licensee,, the device, and the changes to
information on the device label.

5. Thereport must cover each calendar quarter, must befiled within 30 days of the end of the calendar quarter,
and must clearly indicate the period covered by the report.

6. The report must clearly identify the specific licensee submitting the report and must include the license
number of the specific licensee.

7. If no transfers have been made to U.S. Nuclear Regulatory Commission Licensees during the reporting
period, thisinformation shall be reported to the U.S. Nuclear Regulatory Commission.

8. If no transfers have been made to general licensees within aparticular State during the reporting period, this
information shall be reported to the responsible State agency upon request of that agency.

(c) The person shall maintain all information concerning transfers and receipts of devicesthat supports the reports required by
105 CMR 120.128(D)(5). Records required by this paragraph must be maintained for a period of 3 years following the date of
the recorded event.
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120.128: continued

(J) Manufacture, Preparation, or Transfer for Commercial Distribution of Drugs Containing Radioactive Material for Medical

Use Under 105 CMR 120.500.
(1) Anapplication for aspecific licenseto manufacture, prepare, or transfer for commercial distribution radioactive drugs

containing radioactive material for use by persons authorized pursuant to 105 CMR 120.500 will be approved if:
(a) the applicant satisfies the general requirements specified in 105 CMR 120.125;
(b) the applicant submits evidence that the applicant is at least one of the following:
1. registered or licensed with the U.S. Food and Drug Administration (FDA) as a drug manufacturer; or
2. registered or licensed with a state agency as a drug manufacturer; or,
3. licensed as a pharmacy by a State Board of Pharmacy; or,
4. operating as anuclear pharmacy pursuant to 247 CMR 13.00.
(c) theapplicant submitsinformation on the radionuclide; the chemical and physical form; the maximum activity per
vial, syringe, generator, or other container of the radioactive drug; and the shielding provided by the packaging to
show it is appropriate for safe handling and storage of the radioactive drugs by medical use licensees; and,

(d) theapplicant satisfies the following |abeling requirements:
1. teht.alabel is affixed to each transport radiation shield, whether it is constructed of lead, glass, plastic, or
other material of a radioactive drug to be transferred for commercial distribution. The label must include the
radiation symbol and the words*“ CAUTION, RADIOACTIVE MATERIAL", the name of the radioactive drug
or its abbreviation, and the quantity of radioactivity at a specified date and time. For radioactive drugs with a
half life greater than 100 days the time may be omitted.

2. alabel isaffixed to each syringe, vid, or other container used to hold aradioactive drug to be transferred for
commercia distribution. The label must include the radiation symbol and the words “CAUTION,
RADIOACTIVEMATERIAL” or“ DANGER, RADIOACTIVEMATERIAL” and anidentifier that ensuresthat
thesyringe, vial, or other container can be correlated with theinformation on the transport radiation shield label.
(2) A licensee pursuant to 105 CMR 120.128(J)(1)(b)3. or (b)4.:
(@) may prepare radioactive drugsfor medical use, asdefined 105 CMR 120.502, provided that the radioactive drug
is prepared by either an authorized nuclear pharmacist, as specified in 105 CMR 120.128(J)(2)(b) and
120.128(J)(2)(c), or anindividual under the supervision of an authorized nuclear pharmacist asspecifiedin 105 CMR
120.519 6.
(b) may allow a pharmacist to work as an authorized nuclear pharmacist if:
1. if thisindividua qualifies as an authorized nuclear pharmacist as defined in 105 CMR 120.502; or,
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2. thisindividua meetsthe requirements specifiedin 105 CMR 120.526 86(B) and 120.529 #+and the licensee
hasreceived an approved license amendment identifying thisindividual asan authorized nuclear pharmacit; or,

3. this individua is designated as an authorized nuclear pharmacist in accordance with 105 CMR
120.128(J)(2)(d €).
(c) theactionsauthorizedin 105 CMR 120.128(J)(2)(a) and (2)(b) are permitted in spite of morerestrictive language
in license conditions.
(d) may designate a pharmacist, as defined in 105 CMR 120.005, as an authorized nuclear pharmacist if the
individual isidentified asof December 2, 1994, asan "authorized user" on anuclear pharmacy licenseissued by NRC
under 10 CFR part 32.
(e) shall provideto the Agency acopy of each individual's certification by the Board of Pharmaceutical Specialties,
the NRC or Agreement State or Licensing State license, or the permit issued by alicensee of broad scope, and acopy
of the state pharmacy licensure or registration, no later than 30 days after the date that the licensee allows, pursuant
to 105 CMR 120 128(J)(2)(b)1. and (2)(b)3., the individua to work as an authorized nuclear pharmacist.
(3) A licenseeshall possess and use instrumentation to measure the radioactivity of radioactive drugs. Thelicensee shall
have procedures for use of theinstrumentation. The licensee shall measure, by direct measurement or by combination of
measurementsand ca cul ations, theamount of radioactivity in dosagesof al pha-, beta-, or photon-emitting radioactivedrugs
prior to transfer for commercia distribution. In addition, the licensee shall:
(@) performtestsheforeinitia use, periodically, and following repair, on each instrument for accuracy, linearity, and
geometry dependence,as appropriate for the use of the instrument; and make adjustments when necessary: and
(b) check each instrument for constancy and proper operation at the beginning of each day of use.
(4) Nothingin 105 CMR 120.128(J) relievesthe licensee from complying with applicable FDA, other Federal, and State
reguirements governing radioactive drugs.

(K) Manufacture and Distribution of Generators or Reagent Kits for Preparation of Radiopharmaceuticals Containing

Radioactive Material.> An application for a specific license to manufacture and distribute generators or reagent kits containing
radioactive material for preparation of radiopharmaceuticals by persons licensed pursuant to 105 CMR 120.100 for the uses
listed in 105 CMR 120.533 will be approved if:

(1) theapplicant satisfies the general requirements specified in 105 CMR 120.125;

5 Although the Agency does not regulate the manufacture and distribution of reagent kits that do not contain radioacitve
meateria, it does regulate the use of such reagent kits for the preparation of radiopharmaceuticals containing radioactive
materia as part of itslicensing and regulation of the users of radioactive material. Any manufacturer of reagent kits that
do not contain radioactive material who desiresto have hisreagent kitsapproved by the Agency for use by personslicensed
pursuant to 105 CMR 120.533 may submit the pertinent information specified in 105 CMR 120.128(K).
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(2) the applicant submits evidence that:

(@) the generator or reagent kit is to be manufactured, labeled and packaged in accordance with the Federal Food,
Drug and Cosmetic Act or the Public Heal th Service Act, such asanew drug application (NDA) approved by the Food
and Drug Administration (FDA), or a"Notice of Claimed Investigational Exemption for aNew Drug" (IND) that has
been accepted by the FDA; or,

(b) the manufacture and distribution of the generator or reagent kit are not subject to the Federal Food, Drug and
Cosmetic Act and the Public Health Service Act;

(3) the applicant submits information on the radionuclide, chemical and physical form, packaging including maximum
activity per package, and shielding provided by the packaging of the radioactive material contained in the generator or
reagent kit;

(4) thelabel affixed to the generator or reagent kit contains information on the radionuclide, quantity, and date of assay;

and,

(5) thelabel affixed to the generator or reagent kit, or the leaflet or brochure which accompaniesthe generator or reagent
kit, contains:

(a) adequateinformation, fromaradiation safety standpoint, on the proceduresto befollowed and the equipment and
shielding to be used in eluting the generator or processing radioactive material with the reagent kit; and,

(b) astatement that this generator or reagent kit, as appropriate, is approved for use by persons licensed by the
Agency pursuant to 105 CMR 120.533 or under equiva ent licenses of the U.S. Nuclear Regulatory Commission, an
Agreement State, or a Licensing State. The labels, leaflets, or brochures required by 105 CMR 120.128(K) arein
addition to thelabeling required by the Food and Drug Administration (FDA) and they may be separate from or, with
the approval of FDA, may be combined with the labeling required by FDA.

(L) Manufacture and Distribution of Sources or Devices Containing Radioactive Material for Medical Use. An application

for a specific license to manufacture and distribute sources and devices containing radioactive material to persons licensed
pursuant to 105 CMR 120.500 for use as acalibration or reference source or for the useslisted in 105 CMR 120.559, 120.568
4% and 120.570 43 will be approved if:

(1) theapplicant satisfies the general requirementsin 105 CMR 120.125;

(2) the applicant submits sufficient information regarding each type of source or device pertinent to an evaluation of its

radiation safety, including:

®

(@) theradioactive material contained, its chemical and physical form, and amounts;

(b) details of design and construction of the source or device;;

(c) proceduresfor, and results of, prototype tests to demonstrate that the source or device will maintain itsintegrity
under stresses likely to be encountered in normal use and accidents;;

(d) for devices containing radioactive material, the radiation profile of a prototype device;;

(e) details of quality control procedures to assure that production sources and devices meet the standards of the
design and prototype tests;;

(f) procedures and standards for calibrating sources and devices;;

(9) legend and methods for labeling sources and devices as to their radioactive content;; and,

(h) instructionsfor handling and storing the source or device from the radiation safety standpoint; theseinstructions
areto beincluded on adurable label attached to the source or device or attached to a permanent storage container for
the source or device; provided, that instructions which are too lengthy for such label may be summarized on thelabel
and printed in detail on abrochure which isreferenced on the label;

the label affixed to the source or device, or to the permanent storage container for the source or device, contains

information on the radionuclide, quantity, and date of assay, and a statement that the setree-erdevicetsteensedby-the
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Agency has approved the fer distribution of the (name of source or device) to persons licensed to use radioactive material
identified in parstantte 105 CMR 120.523 66, 120.559, 120.568, 4 and 120.570 43 or under equivalent licenses of the
U.S. Nuclear Regulatory Commission, an Agreement State, or a Licensing State;. providedthat-suehtabetingfor-sotrees

(4) intheevent the applicant desiresthat the source or device berequired to be tested for leakage of radioactive material
at intervalslonger than six months, heshall includein hisapplication sufficient information to demonstratethat such longer
interval isjustified by performance characteristics of the source or device or similar sources or devices and by design
features that have a significant bearing on the probability or consequences of leakage of radioactive material from the
source; and,
(5) indetermining the acceptableinterval for test of |eakage of radioactive material, the Agency will consider information
that includes, but is not limited to:

(@) primary containment or source capsule;

(b) protection of primary containment;

(c) method of sealing containment;

(d) containment construction materials;

(e) form of contained radioactive material;

(f) maximum temperature withstood during prototype tests;

(g) maximum pressure withstood during prototype tests;

(h) maximum quantity of contained radioactive materidl;

(i) radiotoxicity of contained radioactive material; and,

(j) operating experience with identical sources or devices or similarly designed and constructed sources or devices.

(N) Specia Reguirements for License to Manufacture, Import or Initially Distribute Sealed Sources or Devices Containing
Sealed Sources to Persons Having a Specific License.
(1) An application for license to manufacture, import (NARM only) or initialy distribute sealed sources or devices
containing sealed sourcesfor initial transfer to persons having a specific license to receive such sealed sources or devices

will be approved subject to the following conditions:
(@) the applicant satisfies the general requirements specified in 105 CMR 120.125;
(b) the licensee subject to 105 CMR 120.128(N) shall not transfer a sealed source or device containing a sealed
source to any person except in accordance with the requirements of 105 CMR 120.140.
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120.128: continued

(2) Any manufacturer, importer or initial distributor of aseal ed source or device containing aseal ed source whose product
is intended for use under a specific license may submit a request to the Agency for evaluation of radiation safety
information about its product and for filing an evaluation sheet in the-5-S—Bepartment-of HealthraneHHtman-Services
“Redtoactivevateriat-Referenceantatorin the U.S. Nuclear Regulatory Commission "Registry of Radioactive Sealed
Sources and Devices'.
(@ A request for evaluation of asealed source or device containing a sealed source shall be submitted in duplicate
and shall include information required by 105 CMR 120.128(N)(2)(b) or (c), as applicable, demonstrating that the
radiation safety properties of such source or device will not endanger public health and safety or property.
(b) A request for evaluation of a sealed source shall include the following radiation safety information:
1. proposed uses for the sealed source;
2. chemical and physical form and maximum quantity of radioactive material in the sealed source;
3. detailsof design of the sealed source, radiation and its shielding including blueprints, engineering drawings
or annotated drawings;
details of construction of the sealed source including a description of materials used in construction;
radiation profile of a prototype sealed source;
procedures for and results of prototype testing;
details of quality control procedures to be followed in manufacture;
adescription or facsimile of labeling to be affixed to the sealed source;
leak testing procedures; and,
10. any additional information, including experimental studies and tests, required by the Agency to facilitate
adetermination of the safety of the sealed source, as required by 105 CMR 120.125.
(c) A request for evaluation of a device containing a sealed source shall include the following radiation safety
information:

© © N o g A~

1. proposed uses for the device;

2. manufacturer, model number, chemical and physical form and maximum quantity of radioactivity in the
sealed source or sources to be used in the device;

details of design of the sealed source, including blueprints, engineering drawings or annotated drawings;
details of construction of the sealed source including a description of materials used in construction;
radiation profile of a prototype device;

procedures for and results of prototype testing;

details of quality control procedures to be followed in manufacture;

adescription or facsimile of labeling to be affixed to the device;

leak testing procedures,

10. adescription of potential hazardsin installation, service, maintenance, handling, use and operation of the
device;

© ® N o gk~ w

11. information about installation, service and maintenance procedures;

12. handling, operating and safety instructions; and

13. any additiona information, including experimental studies and tests, required by the Agency to facilitate

adetermination of the safety of the device as required by 105 CMR 120.125.
(d) When evaluating a sealed source or device, the Agency will apply the radiation safety criteria described in 10
CFR 32.210(d), published January 1, 1993;-exetdsiv - an 6
(e) The person submitting a request for evaluation of a product shall manufacture and distribute the product in
accordance with:

1. the statements and representations, including the quality control program, described in the request; and
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2. theprovisionsof theevaluation sheet prepared by the Agency and submitted to the -S-Bepartmentof Health
ancHHuman-Serviees forfitngtathe Radioective Meteriat-ReferenceMen tatheU.S. Nuclear Regulatory
Commission, for filing in the "Registry of Radioactive Sealed Sources and Devices'.

EAHEESTO & a6tHo8 Ve | vrafta—o
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I ssuance of Specific Licenses

(A)(1) Upon adetermination that an application meets the requirements of M.G.L. c. 111, 88 3, 5M, 5N, 50 and 5P and the
regulations of the Agency, and upon payment of therequired fee as specified in105 CMR 120.130(A)(2), the Agency will issue
a specific license authorizing the proposed activity in such form and containing such conditions and limitations as it deems
appropriate or necessary.

(2) Eechinitial application for a license or a certificate of registration for which afee is established by the Executive
Office for Administration and Finance in 801 CMR 4.00 shall be accompanied by a non-refundable fee, payable to the
Commonwealth of Massachusetts, in the amount specified for the corresponding annual fee. Thereafter, the Radiation
Control Program will issue an annual feeinvoice based on the applicable annual fee specified in 801 CMR 4.00. Feesare
payable within thirty (30) days after receipt of afeeinvoice.

(B) The Agency may incorporatein any license at the time of issuance, or thereafter by appropriate rule, regulation, or order,
such additional requirements and conditions with respect to the licensee's receipt, possession, use, and transfer of radioactive
material subject to 105 CMR 120.100 as it deems appropriate or necessary in order to:

(1) minimize danger to public health and safety or property;

(2) requiresuch reportsand the keeping of such records, and to providefor such inspections of activitiesunder thelicense

as may be appropriate or necessary; and

(3) prevent loss or theft of material subject to 105 CMR 120.100.

120.131: Specific Terms and Conditions of Licenses

(A) Eachlicenseissued pursuant to 105 CMR 120.100 shall be subject to all the provisionsof M.G.L. c. 111, 88 3, 5M, 5N,
50 and 5P, now or heresfter in effect, and to al rules, regulations, argrorders of the Agency and license conditions as provided
for in 105 CMR 120.130(B).

(B) No licenseissued or granted under 105 CMR 120.100 and no right to possess or utilize radioactive material granted by
any license issued pursuant to this Part shall be transferred, assigned, or in any manner disposed of, either voluntarily or
involuntarily, directly or indirectly, through transfer of control of any license to any person unless the Agency shall, after
securing full information find that the transfer isin accordance with the provisionsof M.G.L. c. 111, 88 3, 5M, 5N, 50 and 5P,
now or hereafter in effect, and to all valid rules, regulations, and orders of the Agency, and shall giveits consent in writing.

(C) Each person licensed by the Agency pursuant to 105 CMR 120.100 shall confine use and possession of the material
licensed to the locations and purposes authorized in the license.

(D) Each licensee shall notify the Agency in writing when the licensee decides to permanently discontinue al activities
involving materials authorized under the license.

(E) Eachlicenseeshall notify the Agency in writingimmediately following thefiling of avoluntary or involuntary petition for
bankruptcy under any Chapter of Title 11 (Bankruptcy) of the United States Code by or against:
(1) thelicensee;
(2) an entity (asthat termisdefined in 11 U.S.C. 101(14)) controlling the licensee or listing the license or licensee as
property of the estate; or
(3) an affiliate (asthat termis defined in 11 U.S.C. 101(2)) of the licensee.
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(F) Thenotification specified in 105 CMR 120.131(E) shall indicate the bankruptcy court in which the petition for bankruptcy
was filed and the date of the filing of the petition.

120.132: Expiration and Termination of Licenses and Decommissioning of Sites and Separate Buildings or Outdoor Areas

(A) Each specific license expires at the end of the day on the expiration date stated in the license unless the licensee hasfiled
an application for renewal under 105 CMR 120.133 not lessthan 30 daysbeforethe expiration date stated in the existing license.
If an application for renewal hasbeen filed at least 30 daysprior to the expiration date stated in the existing license, the existing
license expires at the end of the day on which the Agency makes afinal determination to deny the renewal application or, if the
determination states an expiration date, the expiration date stated in the determination.

(B) Each specific license revoked by the Agency expires at the end of the day on the date of the Agency's fina determination
to revoke the license, or on the expiration date stated in the determination, or as otherwise provided by Agency Order.

(C) Each specificlicense continuesin effect, beyond the expiration date if necessary, with respect to possession of radioactive
material until the Agency notifies the licensee in writing that the license isterminated. During thistime, the licensee shall:
(1) Limit actionsinvolving radioactive materia to those related to decommissioning; and,
(2) Continueto control entry torestricted areasuntil they aresuitablefor rel easein accordancewith Agency requirements.

(D) Within 60 days of the occurrence of any of the following, consistent with the administrative directionsin 105 CMR
120.013, each licensee shall provide notification to the Agency inwriting of such occurrence, and either begin decommissioning
itssite, or any separate building or outdoor areathat containsresidual radioactivity so that the building or outdoor areaissuitable
for release in accordance with Agency requirements, or submit within 12 months of notification a decommissioning plan, if
required by 105 CMR 120.132(GF)(1) and begin decommissioning upon approval of that plan if-
(1) Thelicense has expired pursuant to 105 CMR 120.132(A) or (B); or,
(2) Thelicensee has decided to permanently cease principal activities, asdefined in 105 CMR 120.005, at the entire site
or in any separate building or outdoor area that contains residua radioactivity such that the building or outdoor areais
unsuitable for release in accordance with Agency requirements: or,
(3) No principa activities under the license have been conducted for a period of 24 months; or,
(4) No principa activities have been conducted for a period of 24 months in any separate building or outdoor area that
contains residual radioactivity such that the building or outdoor areais unsuitable for rel ease in accordance with Agency
reguirements.

(B) Coincident with the notification required by 105 CMR 120.132(D), the licensee shal maintain in effect al
decommissioning financial assurancesestablished by thelicensee pursuant to 105 CMR 120.125(C) inconjunctionwith alicense
issuance or renewal or asrequired by 105 CMR 120.132. The amount of the financial assurance must be increased, or may be
decreased, as appropriate, to cover the detailed cost estimate for decommissioning established pursuant to 105 CMR
120.132(G)(4)(e).

(1) Any licensee who has not provided financial assurance to cover the detailed cost estimate submitted with the
decommissioning plan shall do so.

(2) Following approval of the decommissioning plan, alicensee may reduce the amount of the financial assurance as
decommissioning proceeds and radiological contamination is reduced at the site with the approval of the Agency.

(FB) TheAgency may grant arequest to extend thetime periods established in 105 CMR 120.132(D) if the Agency determines
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that this relief is not detrimental to the public health and safety and is otherwise in the public interest. The request must be
submitted no later than 30 days before notification pursuant to 105 CMR 120.132(D). The schedule for decommissioning set
forthiin 105 CMR 120.132(D) may not commence until the Agency has made a determination on the request.

(GF) (1) A decommissioning plan must be submitted if required by license condition or if the
procedures and activities necessary to carry out decommissioning of the site or separate building or outdoor have not been
previously approved by the Agency and these procedures could increase potential health and Safety impactsto workers or
to the public, such asin any of the following cases:
(@) procedures would involve techniques not applied routinely during cleanup or maintenance operations;
(b) workers would be entering areas not normally occupied where surface contamination and radiation levels are
significantly higher than routinely encountered during operation;
(c) procedures could result in significantly greater airborne concentrations of radioactive materials than are present
during operation; or,
(d) procedures could result in significantly greater releases of radioactive materia to the environment than those
associated with operation.
(2) The Agency may approve an dternate schedule for submittal of a decommissioning plan required pursuant to 105
CMR 120.132(D) if the Agency determines that the alternative schedule is necessary to the effective conduct of
decommissioning operations and presents no undue risk from radiation to the public health and safety and is otherwisein
the public interest.
(3) Procedures such as those listed in 105 CMR 120.132(GF)(1) with potential health and safety impacts may not be
carried out prior to approval of the decommissioning plan.
(4) The proposed decommissioning plan for the site or separate building or outdoor area must include:
(@ adescription of the conditions of the site or separate building or outdoor area sufficient to evaluate the
acceptability of the plan;
(b) adescription of planned decommissioning activities;
(c) adescription of methods used to ensure protection of workers and the environment against radiation hazards
during decommissioning;
(d) adescription of the planned final radiation survey; and,
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(e) anupdated detailed cost estimate for decommissioning, comparison of that estimate with present funds set aside
for decommissioning, and a plan for assuring the availability of adequate fundsfor completion of decommissioning.
(f) For decommissioning plans calling for completion of decommissioning later than 24 months after plan approval,
the plan shall include ajustification for the delay based on the criteriain 105 CMR 120.132(1H).
(5) The proposed decommissioning plan will be approved by the Agency if the information therein demonstrates that the
decommissioning will be completed as soon as practicable and that the health and safety of workers and the public will be
adequately protected.

(H6) (1) Except as provided in 105 CMR 120.132(IH), licensees shall complete decommissioning

of the site or separate building or outdoor area as soon as practicable but no later than 24 months following theinitiation
of decommissioning.

(2) Except as provided in 105 CMR 120.132(I1H), when decommissioning involves the entire site, the licensee shall
reguest license termination as soon as practicabl e but no later than 24 monthsfollowing theinitiation of decommissioning.

(IH) TheAgency may approve arequest for an alternative schedule for completion of decommissioning of the site or separate

building or outdoor area, and license termination if appropriate, if the Agency determines that the alternative is warranted by
consideration of the following:

()

(1) whether it istechnically feasible to complete decommissioning within the allotted 24-month period;

(2) whether sufficient waste disposal capacity is available to allow completion of decommissioning within the allotted
24-month period:

(3) whether a significant volume reduction in wastes requiring disposal will be achieved by alowing short-lived
radionuclides to decay;

(4) whether asignificant reduction in radiation exposureto workers can be achieved by allowing short-lived radionuclides
to decay; and,

(5) other site-specific factors which the Agency may consider appropriate on a case-by-case basis, such asthe regulatory
reguirements of other government agencies, lawsuits, ground-water treatment activities, monitored natural ground-water
restorati on,actionsthat could result in moreenvironmental harmthan deferred cleanup, and other factorsbeyond the control
of the licensee.

Asthefina step in decommissioning, the licensee shall-
(1) Certify thedisposition of all licensed material including accumul ated wastes, by submitting acompleted Agency Form
MRCP 120.100-3 or equivaent information; and,
(2) Conduct aradiation survey of the premises where the licensed activities were carried out and submit areport of the
results of this survey unlessthelicensee demonstrates that the premises are suitable for rel ease in some other manner. The
licensee shall, as appropriate-
(@) Report levels of gammaradiation in units of millisieverts (microroentgen) per hour at one meter from surfaces,
and report levels of radioactivity, including al phaand beta, in units of megabecquerel s (disintegrations per minute or
microcuries) per 100 square centimeters -removable and fixed - for surfaces, megabecquerels (microcuries) per
milliliter for water, and becquerels (picocuries) per gram for solids such as soils or concrete; and,
(b) Specify the survey instrument(s) used and certify that each instrument is properly calibrated and tested.

(KJ)  Spexific licenses, including expired licenses, will be terminated by written notice to the licensee when the Agency
determines that:

(1) radioactive material has been properly disposed;
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(2) reasonable effort has been made to eliminate residua radioactive contamination, if present; and,

(3) () aradiation survey has been performed which demonstrates that the premises are
suitable for release in accordance with Agency requirements; or,
(b) other information submitted by the licenseeis sufficient to demonstrate that the premises are suitable for release
in accordance with Agency requirements.
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120.133: Renewa of Licenses

(A) Applications for renewal of specific licenses shall befiled in accordance with 105 CMR 120.124.
(B) Inany caseinwhich alicensee, not lessthan 30 days prior to expiration of his existing license, hasfiled an application in
proper form for renewal or for a new license authorizing the same activities, such existing license shall not expire until final

action by the Agency.

120.134: Amendment of Licenses at Request of Licensee

(A) Applicationsfor amendment of alicense shall befiled in accordance with 105 CMR 120.124 and shall specify the respects
in which the licensee desires the license to be amended and the grounds for such amendment.

(B) Aninvoice for an amendment fee will be issued on receipt of arequest to amend alicense. The amendment will not be
issued until after the invoiced amount has been paid.

120.135: Agency Action on Applications to Renew or Amend

In considering an application by alicensee to renew or amend the license, the Agency will apply the criteria set forthin
105 CMR 120.125, 120.126, 120.127, and 120.128 and in 120.300, 120.500, 120.800 or 120.900, as applicable.

120.136: Persons Possessing a License for Source, Byproduct, or Special Nuclear Material in Quantities Not
Sufficient to Form a Critical Mass on Effective Date of 105 CMR 120.000

Any person who, on March 21, 1997, date of the Agreement between the Commonwealth and the NRC pursuant to section
274b of the Atomic Energy Act of 1954, as amended (42 USC 2021), possesses a genera or specific license for source,
byproduct, or special nuclear material in quantities not sufficient to form acritical mass, issued by the U.S. Nuclear Regulatory
Commission, shall be deemed to possess alike licenseissued under 105 CMR 120.136 and M.G.L. c. 111, 8§ 3, 5M, 5N, 50
and 5P, such license to expire either 90 days after receipt from the Agency of a notice of expiration of such license, or on the
date or expiration specified in the U.S. Nuclear Regulatory Commission license, whichever is earlier.

120.137: Persons Possessing Naturally Occurring and Accelerator-Produced Radioactive Material
(NARM) on Effective Date of 105 CMR 120.000

Any person who, on the effective date of 105 CMR 120.000, possesses NARM for which a specific license isrequired by
M.G.L. c. 111, 88 3, 5M, 5N, 50 and 5P or 105 CMR 120.137 shall be deemed to possess such alicenseissued under M.G.L.
c. 111, 88 3,5M, 5N, 50 and 5P and 105 CMR 120.137. Such license shall expire 90 days after the effective date of 105 CMR
120.000; provided, however, that if within the 90 days the person possessing such material files an application in proper form
for alicense, such existing license shall not expire until the application has been finally determined by the Agency.

120.140: Transfer of Material

(A) No licensee shall transfer radioactive material except as authorized pursuant to 105 CMR 120.140.
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(B) Except as otherwise provided in his license and subject to the provisions of 105 CMR 120.140(C) and (D), any licensee
may transfer radioactive material:
(1) tothe Agency;[Only after receiving prior approval from the Agency.]
(2) totheU.S. Department of Energy;
(3) toany person exempt from 105 CMR 120.000 to the extent permitted under such exemption;
(4) toany person authorized to receive such material under termsof ageneral licenseor itsequivalent, or aspecific license
or equivalent licensing document, issued by the Agency, the U.S. Nuclear Regulatory Commission, any Agreement State
or any Licensing State, or to any person otherwise authorized to receive such materia by the Federal Government or any
agency thereof, the Agency, an Agreement State, or a Licensing State; or,
(5) asotherwise authorized by the Agency in writing.
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120.140: continued

(C) Beforetransferring radioactive material to a specific licensee of the Agency, the U.S. Nuclear Regulatory Commission, an
Agreement State or a Licensing State, or to a general licensee who is required to register with the Agency, the U.S. Nuclear
Regulatory Commission, an Agreement State or a Licensing State prior to receipt of the radioactive material, the licensee
transferring the material shall verify that the transferee's license authorizes the receipt of the type, form, and quantity of
radioactive material to be transferred.

(D) Any of the following methods for the verification required by 105 CMR 120.140(C) is acceptable:
(1) Thetransferor may possess and read a current copy of the transferee's specific license or registration certificate.
(2) The transferor may possess a written certification by the transferee that the transferee is authorized by license or
registration certificateto receivethetype, form, and quantity of radioactive material to betransferred, specifyingthelicense
or registration certificate number, issuing agency, and expiration date.
(3) For emergency shipments, thetransferor may accept oral certification by thetransfereethat thetransfereeisauthorized
by license or registration certificate to receive the type, form, and quantity of radioactive material to be transferred,
specifying the license or registration certificate number, issuing agency, and expiration date; provided, that the ora
certification is confirmed in writing within ten days.
(4) Thetransferor may obtain other information compiled by areporting service from officia records of the Agency, the
U.S. Nuclear Regulatory Commission, an Agreement State, or aLicensing State regarding theidentity of licenseesand the
scope and expiration dates of licenses and registration.
(5) When none of the methods of verification described in 105 CMR 120.140(D)(1) through (4) are readily available or
when atransferor desiresto verify that information received by one of such methodsis correct or up-to-date, thetransferor
may obtain and record confirmation from the Agency, the U.S. Nuclear Regulatory Commission, or an Agreement State,
or aLicensing State that the transferee is licensed to receive the radioactive material.

(E) Shipment and transport of radioactive material shall be in accordance with the provisions of 105 CMR 120.770.

120.142: Reporting Requirements

(A) Immediatereport. Each licensee shall notify the Agency assoon aspossible but not later than four hoursafter thediscovery
of an event that prevents immediate protective actions necessary to avoid exposures to radiation or radioactive materials that
could exceed regulatory limits or releases of licensed material that could exceed regulatory limits (events may include fires,
explosions, toxic gas rel eases, etc.).

(B) Twenty-four hour report. Each licensee shall notify the Agency within 24 hours after the discovery of any of thefollowing
eventsinvolving licensed material:

(1) Anunplanned contamination event that:
(@) Requires access to the contaminated area, by workers or the public, to be restricted for more than 24 hours by
imposing additional radiological controls or by prohibiting entry into the areg;
(b) Involvesaquantity of material greater than five times the lowest annual limit on intake specified in 105 CMR
120.296: Appendix B for the material; and,
(c) Hasaccessto the arearestricted for areason other than to alow isotopes with a half-life of lessthan 24 hoursto
decay prior to decontamination.

(2) Anevent in which equipment is disabled or fails to function as designed when:
(@ Theequipment is required by regulation or license condition to prevent rel eases exceeding regul atory limits, to
prevent exposures to radiation and radioactive material s exceeding regul atory limits, or to mitigate the consequences

DRAFT MAY 2004 105 CMR - 237



105 CMR: DEPARTMENT OF PUBLIC HEALTH

of an accident;

(b) The equipment isrequired to be available and operable when it is disabled or failsto function; and,

(c) No redundant equipment is available and operable to perform the required safety function.
(3) Anevent that requires unplanned medical treatment at amedical facility of anindividual with spreadable radioactive
contamination on the individual's clothing or body.
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120.142: continued

(4) Anunplanned fire or explosion damaging any licensed material or any device, container, or equipment containing
licensed material when:
(@ The quantity of material involved is greater than five times the lowest annual limit on intake specified in 105
CMR 120 296: Appendix B for the material; and,
(b) The damage affects the integrity of the licensed material or its container.

(C) Preparation and Submission of Reports. Reports made by licenseesin response to the requirements of 105 CMR 120.142

must be made as follows:

(1) Licenseesshall makereportsrequired by 105 CMR 120.142(A) and (B) by tel ephoneto the Agency aH{63A7276214
during normal working hours or the Nuclear Incident Advisory Team (NIAT) (63A7279746, at dl other times. To the
extent that the information is available at the time of notification, the information provided in these reports must include:

(@ Thecaller's name and call back telephone number;

(b) A description of the event, including date and time;

(c) The exact location of the event;

(d) Theisotopes, quantities, and chemical and physical form of the licensed materia involved; and,

(e) Any personnel radiation exposure data available.
(2) Written report. Each licensee who makes areport required by 105 CMR 120.142(A) or (B) shall submit awritten
follow-up report within 30 days of the initial report. Written reports prepared pursuant to other regulations may be
submitted to fulfill this requirement if the reports contain all of the necessary information and the appropriate distribution
ismade. Thesewritten reportsmust be sent to the M assachusetts Department of Public Health, Radiation Control Program;
H4Perttand-Street BostonMA—02114. The report must include the following:

(a) A description of the event, including the probabl e cause and the manufacturer and model number (if applicable)

of any equipment that failed or malfunctioned;

(b) The exact location of the event;

(c) Theisotopes, quantities, and chemica and physical form of the licensed materia involved,;

(d) Date and time of the event;

(e) Corrective actions taken or planned and the results of any evaluations or assessments; and,

(f) Theextent of exposure of individual sto radiation or to radioactive materialswithout identification of individuals

by name.

120.190: Reciprocal Recognition of Licenses

(A) Licenses of Byproduct, Source, and Special Nuclear Material in Quantities Not Sufficient to Form a Critical Mass.
(1) Subjectto 105 CMR 120.000, any person who holds aspecific license from the U.S. Nuclear Regulatory Commission

or an Agreement State, and issued by the Agency having jurisdiction where the licensee maintains an office for directing
thelicensed activity and at which radiation safety records are normally maintained, is hereby granted ageneral licenseto
conduct the activities authorized in such licensing document within this State for aperiod not in excess of 180 daysin any
calendar year provided that:
(@) thelicensing document does not limit the activity authorized by such document to specified installations or
locations;
(b) theout-of-state licensee notifiesthe Agency inwriting at least three days prior to engagingin such activity. Such
notification shall indicate the location, period, and type of proposed possession and use within the State, and shall be
accompanied by acopy of the pertinent licensing document. If, for aspecific case, thethree day period would impose
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an undue hardship on the out-of-state licensee, the licensee may, upon application to the Agency, obtain permission
to proceed sooner. The Agency may waive the requirement for filing additional written notifications during the
remainder of the calendar year following the receipt of the initial notification from a person engaging in activities
under the genera license provided in 105 CMR 120.190(A)(1);

(c) the out-of-state licensee complies with al applicable regulations of the Agency and with all the terms and
conditionsof thelicensing document, except any such termsand conditionswhich may beinconsistent with applicable
regulations of the Agency;

(d) the out-of-state licensee supplies such other information as the Agency may request; and

(e) theout-of-state licensee shall not transfer or dispose of radioactive material possessed or used under the general
license provided in 105 CMR 120.190(A)(1) except by transfer to a person:
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1. specificaly licensed by the Agency or by the U.S. Nuclear Regulatory Commission to receive such material;

or,

2. exempt from the requirements for alicense for such material under 105 CMR 120.104(A).
(2) Notwithstanding the provisions of 105 CMR 120.190(A)(1), any person who holds a specific license issued by the
U.S. Nuclear Regulatory Commission or an Agreement State authorizing the holder to manufacture, transfer, install, or
service a device described in 105 CMR 120.122(D)(1) within areas subject to the jurisdiction of the licensing body is
hereby granted a general license to install, transfer, demonstrate, or service such adevice in this State provided that:

() [Reserved] sdehpersonshat-fHeareportwith-theAgeney-within-30-daysafterthe-end-of-each-catendargua

(b) the device has been manufactured, labeled, installed, and serviced in accordance with applicable provisions of
the specific license issued to such person by the U.S. Nuclear Regulatory Commission or an Agreement State;
(c) such person shall assure that any labels required to be affixed to the device under regulations of the authority
which licensed manufacture of the device bear a statement that “"Removal of thislabel is prohibited"; and,
(d) the holder of the specific license shall furnish to each general licensee to whom he transfers such device or on
whose premises he installs such device a copy of the general license contained in 105 CMR 120.122(D) or in
equivaent regul ations of the Agency having jurisdiction over the manufacture and distribution of the device.
(3) The Agency may withdraw, limit, or qualify its acceptance of any specific license or equivalent licensing document
issued by the U.S. Nuclear Regulatory Commission or an Agreement State, or any product distributed pursuant to such
licensing document, upon determining that such action isnecessary in order to prevent undue hazard to public health and
safety or property.

Licenses of Naturally Occurring and Accelerator-Produced Radioactive Material.

(1) Subject to 105 CMR 120.000, any person who holds a specific license from a Licensing State, and issued by the
Agency having jurisdiction wherethe licensee maintains an officefor directing thelicensed activity and at which radiation
safety records are normally maintained, is hereby granted a general license to conduct the activities authorized in such

licensing document within this State for a period not in excess of 180 daysin any calendar year provided that:
(@) thelicensing document does not limit the activity authorized by such document to specified installations or
locations;
(b) theout-of-state licensee notifiesthe Agency inwriting at least three days prior to engaging in such activity. Such
notification shall indicate the location, period, and type of proposed possession and use within the State, and shall be
accompanied by acopy of the pertinent licensing document. If, for aspecific case, thethree day period would impose
an undue hardship on the out-of-state licensee, the licensee may, upon application to the Agency, obtain permission
to proceed sooner. The Agency may waive the requirement for filing additional written notifications during the
remainder of the calendar year following the receipt of the initial notification from a person engaging in activities
under the generd license provided in 105 CMR 120.190(B)(1);
(c) the out-of-state licensee complies with al applicable regulations of the Agency and with all the terms and
conditionsof thelicensing document, except any such termsand conditionswhich may beinconsistent with applicable
regulations of the Agency;
(d) the out-of-state licensee supplies such other information as the Agency may request; and
(e) theout-of-state licensee shall not transfer or dispose of radioactive material possessed or used under the general
license provided in 105 CMR 120.190(B)(1) except by transfer to a person:

1. specifically licensed by the Agency or by another Licensing State to receive such material; or,
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2. exempt from the requirements for alicense for such material under 105 CMR 120.104.

(2) Notwithstanding the provisions of 105 CMR 120.190(B)(1), any person who holds a specific license issued by a
Licensing State authorizing the holder to manufacture, transfer, install, or service a device described in 105 CMR
120.122(D)(1) within areas subject to the jurisdiction of the licensing body is hereby granted a general licenseto install,
transfer, demonstrate or service such adevice in this State provided that:

(@) [Reserved] suehperson-shal e-ateportwiththe Agerey-within

(b) The device has been manufactured, labeled, installed, and serviced in accordance with applicable provisions of
the specific license issued to such person by a Licensing State;

(c) Such person shall assure that any labels required to be affixed to the device under regulations of the authority
which licensed manufacture of the device bear a statement that "Removal of thislabel is prohibited"; and,

(d) The holder of the specific license shall furnish to each general licensee to whom he transfers such device or on
whose premises he installs such device a copy of the general license contained in 105 CMR 120.122(D) or in
equivalent regul ations of the Agency having jurisdiction over the manufacture and distribution of the device.

(3) The Agency may withdraw, limit, or qualify its acceptance of any specific license or equivalent licensing document
issued by aLicensing State, or any product distributed pursuant to such licensing document, upon determining that such
action is necessary in order to prevent undue hazard to public health and safety or property.

(C) Exceptionsto the General License

(1) Thegenera licensegrantedin 105 CMR 120.190(A) and 120.190(B) to conduct activitiesin the State does not include
activitiesin areas of exclusive Federal jurisdiction within the State or offshore waters.

(2) Authorization for use of radioactive materialsin areas of exclusive Federal jurisdiction within the State or offshore
waters may be obtained from the U.S. Nuclear Regulatory Commission as provided for in 10 CFR 150.20.
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120.198: Appendix D --

CRITERIA RELATING TO USE OF FINANCIAL TESTSAND PARENT COMPANY GUARANTEES FOR PROVIDING
REASONABLE ASSURANCE OF FUNDS FOR DECOMMISSIONING

I. Introduction. An applicant or licensee may provide reasonable assurance of the availability of funds for decommissioning
based on obtaining a parent company guarantee that fundswill be available for decommissioning costs and on a demonstration
that the parent company passesafinancia test. Thisappendix establishescriteriafor passing thefinancial test and for obtaining
the parent company guarantee.
Il. Financial Test.
(A) To passthefinancia test, the parent company must meet the criteria of either 11LA.1 or 11.A.2:
(1) The parent company must have:
(@ Two of thefollowing threeratios: A ratio of total liabilities to net worth lessthan 2.0; aratio of the sum of net
income plus depreciation, depletion, and amortization to total liabilities greater than 0.1; and aratio of current assets

to current liabilities greater than 1.5; and,

(b) Networking capital and tangible net worth each at least six timesthe current decommissioning cost estimates (or
prescribed amount if a certification is used); and,

(c) Tangible net worth of at least $10 million; and,

(d) Assets located in the United States amounting to at least 90% of total assets or at least six times the current
decommissioning cost estimates (or prescribed amount if a certification is used).

(2) The parent company must have:

(@) A current rating for its most recent bond issuance of AAA, AA, A, or BBB asissued by Standard and Poor's or
Aaa, Aa, A, or Baaasissued by Moody's; and,

(b) Tangible net worth at least six times the current decommissioning cost estimate (or prescribed amount if a
certification is used); and,

(c) Tangible net worth of at least $10 million; and,

(d) Assetslocated in the United States amounting to at least 90% of total assets or at least six times the current
decommissioning cost estimates (or prescribed amount if certification is used).

(B) The parent company'sindependent certified public accountant must have compared the data used by the parent company
in the financial test, which is derived from the independently audited, year-end financia statement. In connection with that
procedure, the licensee shall inform the Agency within 90 days of any matters coming to the auditor's attention that cause the
auditor to believe that the data specified in the financial test should be adjusted and that the company no longer passesthetest.
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(C) (1) Aftertheinitial financia test, the parent company must repeat the passage of the
test within 90 days after the close of each succeeding fiscal year.

(2) If the parent company no longer meets the requirements of 11.A, the licensee must send notice to the Agency of intent
to establish alternate financia assurance as specified in the Commission'sregulations. The notice must be sent by certified
mail within 90 days after the end of the fiscal year for which the year end financial data show that the parent company no
longer meetsthefinancial test requirements. Thelicensee must provide aternate financial assurance within 120 days after
the end of such fiscal year.
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120.198: continued

I11. Parent Company Guarantee. The terms of aparent company guarantee that an applicant or licensee obtains must provide
that:

(A) The parent company guarantee will remain in force unless the guarantor sends notice of cancellation by certified mail to
thelicensee and the Agency. Cancellation may not occur, however, during the 120 days beginning on the date of receipt of the
notice of cancellation by both the licensee and the Agency, as evidenced by the return receipts.

(B) If thelicensee fails to provide alternate financia assurance as specified in the Agency's regulations within 90 days after
receipt by the licensee and the Agency of a notice of cancellation of the parent company guarantee from the guarantor, the
guarantor will provide such aternative financial assurance in the name of the licensee.

(C) The parent company guarantee and financial test provisions must remain in effect until the Agency has terminated the
license.

(D) If atrustisestablished for decommissioning costs, the trustee and trust must be acceptable to the Agency. An acceptable

trusteeincludesan appropriate state or federal government agency or an entity that hasthe authority to act asatrustee and whose
trust operations are regulated and examined by afederal or state agency.
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120.1989: Appendix E --

CRITERIA RELATING TO USE OF FINANCIAL TESTSAND SELF GUARANTEES FOR PROVIDING REASONABLE

ASSURANCE OF FUNDS FOR DECOMMISSIONING

Introduction. An applicant or licensee may provide reasonabl e assurance of the availability of funds for decommissioning

based on furnishing its own guarantee that funds will be available for decommissioning costs and on a demonstration that the
company passes the financial test of 105 CMR 120.198 9: Appendix E, Section Il. The terms of the self-guarantee arein 105
CMR 120.198 9: Appendix E, Section I11. 105 CMR 120.198 9: Appendix E establishes criteriafor passing the financia test
for the self-guarantee and establishes the terms for a self-guarantee.

(A)

(B)

©

Financial Test.

To pass the financia test, acompany must meet al of the following criteria

(1) Tangiblenet worth at least ten timesthetotal current decommissioning cost estimate (or the current amount required
if certificationisused) for all decommissioning activitiesfor which thecompany isresponsibleas sel f-guaranteeing licensee
and as parent-guarantor.

(2) Assetslocated in the United States amounting to at least 90% of total assets or at least ten times the total current
decommissioning cost estimate (or the current amount required if certification is used) for all decommissioning activities
for which the company is responsible as self-guaranteeing licensee and as parent-guarantor.

(3) A current rating for itsmost recent bond issuance of AAA, AA, or A asissued by Standard and Poors (S& P), Aaa, As,
or A asissued by Moodys.

To pass the financial test, acompany must meet all of the following additional requirements:

(1) Thecompany must have at least one class of equity securities registered under the Securities Exchange Act of 1934.
(2) The company's independent certified public accountant must have compared the data used by the company in the
financial test which is derived from the independently audited, yearend financial statementsfor the latest fiscal year, with
the amounts in such financial statement. In connection with that procedure, the licensee shall inform the Agency within
90 days of any matters coming to the attention of the auditor that cause the auditor to believe that the data specified in the

financial test should be adjusted and that the company no longer passes the test.

(3) After theinitia financial test, the company must repeat passage of the test within 90 days after the close of each
succeeding fiscal year.

If the licensee no longer meets the requirements of 105 CMR 120.1989: Appendix E, Section I1.A, thelicensee must send

immediate notice to the Agency of itsintent to establish alternate financia assurance as specified in the Agency's regulations
within 120 days of such notice.
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I11. Company Self-Guarantee. The terms of a self-guarantee which an applicant or licensee furnishes must provide that:

(A) The parent company guaranteewill remain in force unlessthelicensee sends notice of cancellation by certified mail to the
Agency. Cancellation may not occur, however, during the 120 days beginning on the date of receipt of the notice of cancellation
by the Agency, as evidenced by the return receipts.

(B) Thelicenseeshall provideaternativefinancial assurance as specified in the Agency'sregulationswithin 90 daysfollowing
receipt by the Agency of anotice of cancellation of the guarantee.
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120.198 9: continued

(C) The guarantee and financial test provisions must remain in effect until the Agency has terminated the license or until
another financia assurance method acceptable to the Agency has been put in effect by the licensee.

(D) Thelicenseewill promptly forward to the Agency and thelicensee'sindependent auditor all reports covering thelatest fisca
year filed by the licensee with the Securities and Exchange Commission pursuant to the requirements of section 13 of the
Securities and Exchange Act of 1934.

(E) If, at any time, the licensee's most recent bond issuance ceases to be rated in any category of "A" or above by either
Standard and Poors or Moodys, the licensee will provide notice in writing of such fact to the Agency within 20 days after
publication of the change by the rating service. If the licensee's most recent bond issuance ceases to be rated in any category
of A or above by both Standard and Poors and Moodys, the licensee no longer meets the requirements of 105 CMR 120.198
9: Appendix E, Section I1.(A).

(F) Theapplicant or licensee must provide to the Agency a written guarantee (a written commitment by a corporate officer)

which states that the licensee will fund and carry out the required decommissioning activities or, upon issuance of an order by
the Agency, the licensee will set up and fund atrust in the amount of the current cost estimates for decommissioning.
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120.198: Appendix F --

CRITERIA RELATING TO USE OF FINANCIAL TESTSAND SELF GUARANTEES FOR PROVIDING REASONABLE

ASSURANCE OF FUNDS FOR DECOMMISSIONING BY COMMERCIAL COMPANIES THAT HAVE NO OUTSTANDING RATED

BONDS

Introduction. An applicant or licensee may provide reasonabl e assurance of the availability of funds for decommissioning

based on furnishing its own guarantee that funds will be available for decommissioning costs and on a demonstration that the
company passesthefinancial test of 105 CMR 120.198: Appendix F, Section|1. Thetermsof theself-guaranteearein 105 CMR
120.198: Appendix F, Section I1l. 105 CMR 120.198: Appendix F establishes criteria for passing the financia test for the
self-guarantee and establishes the terms for a self-guarantee.

(A)

(B)

Financial Test.

To pass the financia test, acompany must meet al of the following criteria

(1) Tangible net worth greater than $10 million, or at least ten times the total current decommissioning cost estimate (or
the current amount required if certification isused) whichever is greater, for all decommissioning activities for which the
company is responsible as self-guaranteeing licensee and as parent-guarantor.

(2) Assets located in the United States amounting to at least 90% of total assets or at least ten times the total current
decommissioning cost estimate (or the current amount required if certification is used) for all decommissioning activities
for which the company is responsible as self-guaranteeing licensee and as parent-guarantor.

(3) A ratio of cashflow divided by total liabilities greater than 0.15 and aratio of total liabilitiesdivided by net worth less
than 1.5.

In addition, to pass the financial test, a company must meet al of the following additional requirements:

(1) The company's independent certified public accountant must have compared the data used by the company in the
financial test, whichisrequired to be derived from theindependently audited year end financial statement based on United
States generally accepted accounting practices for the latest fiscal year, with the amounts in such financial statement. In
connection with that procedure, the licensee shall inform The Agency within 90 days of any matters that may cause the
auditor to believe that the data specified in the financial test should be adjusted and that the company no longer passesthe
test.

(2) After theinitia financial test, the company must repeat passage of the test within 90 days after the close of each
succeeding fiscal year.

(3) If thelicensee no longer meets the requirements of 105 CMR 120.198: Appendix F, Section |1.A, the licensee must
send immediate notice to the Agency of its intent to establish alternate financia assurance as specified in the Agency's
regulations. The notice must be sent by certified mail, return receipt requested, within 90 days after the end of the fiscal
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year for which the year end financial data show that the licensee no longer meets the financia test requirements. The
licensee must provide alternative financial assurance within 120 days after the end of such fiscal year.

I11. Company Self-Guarantee. The terms of a self-guarantee which an applicant or licensee furnishes must provide that:

(A) The guarantee shall remain in force unless the licensee sends notice of cancellation by certified mail, return receipt
requested, to the Agency. Cancellation may not occur until an aternative financial assurance mechanismisin place.

(B) Thelicenseeshall provide alternativefinancial assurance as specified in the Agency'sregulationswithin 90 daysfollowing
receipt by the Agency of anotice of cancellation of the guarantee.
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120.198: continued

(C) The guarantee and financial test provisions must remain in effect until the Agency has terminated the license or until
another financia assurance method acceptable to the Agency has been put in effect by the licensee.

(D) The applicant or licensee must provide to the Agency awritten guarantee (a written commitment by a corporate officer)

which states that the licensee will fund and carry out the required decommissioning activities or, upon issuance of an order by
the Agency, the licensee will set up and fund atrust in the amount of the current cost estimates for decommissioning.
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120.198 . Appendix G --

CRITERIA RELATING TO USE OF FINANCIAL TESTSAND SELF GUARANTEE FOR PROVIDING REASONABLE ASSURANCE
OF FUNDS FOR DECOMMISSIONING BY NONPROFIT COLLEGES, UNIVERSITIES, AND HOSPITALS

I. Introduction. An applicant or licensee may provide reasonable assurance of the availability of funds for decommissioning
based on furnishing its own guarantee that funds will be available for decommissioning costs and on a demonstration that the
applicant or licensee passesthefinancial test of 105 CMR 120.198: Appendix G, Section Il. Theterms of the self-guaranteeare
in 105 CMR 120.198: Appendix G, Section I1l. 105 CMR 120.198: Appendix G establishes criteriafor passing the financial
test for the self-guarantee and establishes the terms for a self-guarantee.

II. Financial Test.

(A) For colleges and universities, to pass the financial test a college or university must meet either the criteriain 105 CMR
120.198: Appendix G, Section I1.(A)(1) or the criteriain 105 CMR 120.198: Appendix G, Section I1.(A)(2).

(1) For applicants or licensees that issue bonds, a current rating for its most recent uninsured, uncollateralized, and
unencumbered bond issuance of AAA, AA, or A asissued by Standard and Poors (S&P) or Aaa, Aa, or A asissued by
Moodys.

(2) For applicantsor licensees that do not issue bonds, unrestricted endowment consisting of assets|ocated in the United
States of at least $50 million, or at least 30 times the total current decommissioning cost estimate (or the current amount
requiredif certification isused), whichever isgreater, for all decommissioning activitiesfor whichthe college or university

isresponsible as a self-guaranteeing licensee.

(B) For hospitals, to passthefinancial test ahospital must meet either the criteriain 105 CMR 120.198: Appendix G, Section
11.(B)(1) or the criteriain 105 CMR 120.198: Appendix G, Section I1.(B)(2):

(1) For applicants or licensees that issue bonds, a current rating for its most recent uninsured, uncollateralized, and
unencumbered bond issuance of AAA, AA, or A asissued by Standard and Poors (S&P) or Aaa, Aa, or A asissued by
Moodys.
(2) For applicants or licensees that do not issue bonds, al the following tests must be met:

(@) (Tota Revenueslesstotal expenditures) divided by total revenues must be equal to or greater than 0.04.

(b) Long term debt divided by net fixed assets must be less than or equal to 0.67.

(c) (Current assets and depreciation fund) divided by current liabilities must be greater than or equal to 2.55.

(d) Operating revenues must be at least 100 times the total current decommissioning cost estimate (or the current
amount required if certification is used) for all decommissioning activities for which the hospital isresponsible as a
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self-guaranteeing license.

(C) Inaddition, to pass the financial test, alicensee must meet al the following requirements:

(1) The licensee's independent certified public accountant must have compared the data used by the licensee in the
financial test, whichisrequiredto bederived fromtheindependently audited year end financial statements, based on United
States generally accepted accounting practices, for the latest fiscal year, with the amountsin such financial statement. In
connection with that procedure, the licensee shall inform Agency within 90 days of any matters coming to the attention of
the auditor that cause the auditor to believe that the data specified in the financial test should be adjusted and that the
licensee no longer passes the test.

(2) After theinitial financia test, the licensee must repeat passage of the test within 90 days after the close of each
succeeding fiscal year.

(3) If thelicensee no longer meets the requirements of Section | of this appendix, the licensee must send notice to the
Agency of itsintent to establish alternative financial assurance as specified in Agency regulations. The notice must be sent
by certified mail, return receipt requested, within 90 days after the end of the fiscal year for which the year end financial
data show that the licensee no longer meets the financial test requirements. The licensee must provide alternate financial
assurance within 120 days after the end of such fiscal year.

I11. Self-Guarantee. The terms of a self-guarantee which an applicant or licensee furnishes must provide that:

(A) Theguarantee shall remain in force unlessthe licensee sends notice of cancellation by certified mail, and/or return receipt
requested, to the Agency. Cancellation may not occur unless an aternative financial assurance mechanismisin place.

(B) Thelicenseeshall provideaternativefinancial assurance as specified in the Agency'sregulationswithin 90 daysfollowing
receipt by the Agency of anotice of cancellation of the guarantee.

(C) The guarantee and financial test provisions must remain in effect until the Agency has terminated the license or until
another financia assurance method acceptable to the Agency has been put in effect by the licensee.

(D) Theapplicant or licensee must provide to the Agency awritten guarantee (awritten commitment by a corporate officer or
officer of theinstitution) which statesthat the licensee will fund and carry out the required decommissioning activities or, upon
issuance of an order by the Agency, the licensee will set up and fund a trust in the amount of the current cost estimates for
decommissioning.

(D) If, at any time, the licensee's most recent bond issuance ceases to be rated in any category of A" or above by either

Standard and Poor’s or Moody'’s, the licensee shall provide notice in writing of such fact to the Agency within 20 days after
publication of the change by the rating service.
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120.199: continued

(C) The guarantee and financial test provisions must remain in effect until the Agency has terminated the license or until
another financia assurance method acceptable to the Agency has been put in effect by the licensee.

(D) Thelicenseewill promptly forward to the Agency and thelicensee'sindependent auditor all reports covering thelatest fiscal
year filed by the licensee with the Securities and Exchange Commission pursuant to the requirements of section 13 of the
Securities and Exchange Act of 1934.

(E) If, at any time, the licensee's most recent bond issuance ceases to be rated in any category of "A" or above by either
Standard and Poors or Moodys, the licensee will provide notice in writing of such fact to the Agency within 20 days after
publication of the change by the rating service. If the licensee's most recent bond issuance ceases to be rated in any category
of A or above by both Standard and Poors and Moodys, the licensee no longer meets the requirements of 105 CMR 120 199:
Appendix E, Section 11.(A).

(F) Theapplicant or licensee must provide to the Agency a written guarantee (a written commitment by a corporate officer)

which states that the licensee will fund and carry out the required decommissioning activities or, upon issuance of an order by
the Agency, the licensee will set up and fund atrust in the amount of the current cost estimates for decommissioning.
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